TH'S OPI NI ON WAS NOT WRI TTEN FOR PUBLI CATI ON

The opinion in support of the decision being entered
today (1) was not witten for publication in a | aw
journal and (2) is not binding precedent of the

Boar d.
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ON BRI EF

Bef ore CALVERT, FRANKFORT, and NASE, Adm nistrative Patent
Judges.

NASE, Admi ni strative Patent Judge.

DECI S| ON ON APPEAL

This is a decision on appeal fromthe examner's fina

rejection of clainms 1, 2, 5 through 7, 9, 10 and 33 through

! Application for patent filed April 25, 1994. According
to the appellant, the application is a continuation of
Application No. 07/986, 189, filed Decenber 7, 1992, now
abandoned.
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35.2 Cains 11, 12, 15 through 21, 24, 25 and 27 through 32
have been wi thdrawn from consi derati on under 37 CFR 8§ 1.142(b)
as being drawn to a nonelected invention. dains 3, 4, 8, 13,

14, 22, 23 and 26 have been cancel ed.

W AFFI RM however, for reasons explained infra, we have

denom nated our affirmance a new ground of rejection under 37

CFR § 1.196(b).

BACKGROUND

The appellant's invention relates to a nethod of
preparing a drug solution. Caim1l is representative of the
subject matter on appeal and a copy of claiml is attached to

t hi s deci si on.

The prior art references of record relied upon by the
exam ner as evidence of obvi ousness under 35 U.S.C. 8§ 103 are:

Rubal caba, Jr. 4,898,578 Feb.
6, 1990

2 Cains 2, 5 7 and 33 have been anended subsequent to
the final rejection.



Appeal No. 97-0943 Page 3
Application No. 08/232,502

Hanmacher 5,102, 408 Apr. 7,
1992

Cains 1, 2, 5 through 7, 9, 10 and 33 through 35 stand
rejected under 35 U . S.C. 8§ 112, second paragraph, as being
indefinite for failing to particularly point out and
distinctly claimthe subject natter which the appell ant

regards as the invention.:?

Cainms 1, 2, 5 through 7, 9, 10 and 33 through 35 stand
rejected under 35 U. S.C. § 103 as bei ng unpatentabl e over

Rubal caba i n vi ew of Hanmcher.

Rat her than reiterate the conflicting viewoints advanced
by the exam ner and the appellant regarding the § 103 and §
112, second paragraph, rejections, we nake reference to the
final rejection (Paper No. 7, nailed Decenber 11, 1995) and

the exam ner's answer (Paper No. 13, mailed October 25, 1996)

® The exami ner withdrew the specific objections to clains
2, 7 and 32 (sic, 33?) in the Advisory Action of April 1,
1996.
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for the exam ner's conplete reasoning in support of the
rejections, and to the appellant's brief (Paper No. 12, filed

July 16, 1996) for the appellant's argunents thereagainst.

OPI NI ON
In reaching our decision in this appeal, we have given
careful consideration to the appellant's specification and
clains, to the applied prior art references, and to the
respective positions articulated by the appellant and the
exam ner. As a consequence of our review, we neke the

determ nati ons which foll ow.

The indefiniteness issue

We sustain the rejection of clains 1, 2, 5 through 7, 9,
10 and 33 through 35 under 35 U.S.C. § 112, second paragraph,
as being indefinite for failing to particularly point out and
distinctly claimthe subject matter which the appell ant
regards as the invention, although not for the reasons

specifically stated by the exam ner.
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According to the exami ner (final rejection, pp. 2-4), it
Is not clear that claiml1l is claimng the nethod disclosed in
the specification. Specifically, the exam ner questioned why
the concentration being determned in step Cof claimlis
based on the standardi zed rate range of infusion, not the

maxi mumrate of infusion as set forth in the specification.

Clainms are considered to be definite, as required by the
second paragraph of 35 U.S.C. § 112, when they define the
met es and bounds of a clained invention with a reasonabl e

degree of precision and particularity. See In re Venezia, 530

F.2d 956, 958, 189 USPQ 149, 151 (CCPA 1976).

Qur review of claim1l reveals that step C of claiml
(i.e., "determining a required concentration of said at |east
one drug based on a patient's weight, said dosage rate, anount
of said solution, and standardi zed rate range of infusion")
fails to set forth the nmetes and bounds of the clained
i nvention with a reasonabl e degree of precision and

particularity for the follow ng reasons.
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As set forth in the specification, the weight of the drug
and hence its concentration is determ nable when the specific
dosage rate, body weight, rate of infusion and amount (i.e.,
vol une) of solution are known. However, in step C of claim1,
the specific rate of infusion is not specified since step C
refers to the standardi zed rate range of infusion established
in step Bof claim1l. Since the standardized rate range of
infusion is a variable, it is not possible to determ ne the
wei ght of the drug and hence its concentration. The appellant
states (Anmendnent filed May 11, 1996, Paper No. 8, page 2)
"the Examiner is correct in stating the nmaxi mumrate of
Infusion is used to cal culate the concentration." However,
step Cof claim1l does not recite that the maxi numrate of
infusion is used to calculate the concentration, instead step
Cof claiml incorrectly recites that the rate range of

infusion is used to cal cul ate the concentrati on.

Li kewi se, the specific anount (i.e., volune) of solution
is not able to be specified since the drug has not yet been
m xed in the infusion bag. W read the preanble of claim1 to

recite that the drug is part of the solution. Thus, the
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specific anount (i.e., volune) of solution is not able to be
specified until the drug is mxed. W recognize that in the
appel l ant' s di scl osed nethod (specification, page 17) the drug
iIs mxed with another fluid in the bag, that the known anount
(i.e., volune) of the fluid in the bag is used to determ ne
the anmobunt (i.e., volunme) of drug to be added to the fluid in
the bag, that an amount (i.e., volune) of fluid is w thdrawn
fromthe bag equivalent to the anount (i.e., volune) of drug
bei ng added to the bag, and that thereafter the determ ned
amount (i.e., volune) of drug is mxed wth the remaining
fluid in the bag. However, this is not the nethod recited in

t he appeal ed cl ai ns.

As to the exam ner's | ack of antecedent objections to
claims 5 and 33, we believe the appellant's after fina
anendnents (Paper No. 8) to clains 5 and 33 overcone those
obj ections. However, the appellant failed to anend cl ai m 344
to correct the antecedent objection. Additionally, we note

that claim34 | acks antecedent basis for "said anesthesia."

4 The anmendnent anended clains 32 and 33 (not clains 33
and 34) to delete "predetermned.”
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37 CFR § 1.196(b)

I nasnuch as the basic thrust of our affirmance of the
35 U.S.C § 112, second paragraph rejection differs fromthe
rational e advanced by the exam ner for the rejection, we
hereby designate the affirmance to be a new ground of
rejection pursuant to 37 CFR 8§ 1.196(b) to all ow the appell ant

a fair opportunity to react thereto (see In re Kronig, 539

F.2d 1300, 1302-03, 190 USPQ 425, 426-27 (CCPA 1976)).

The obvi ousness issue

Consi dering now the rejection of clainms 1, 2, 5 through
7, 9, 10 and 33 through 35 under 35 U.S.C. § 103, we have
carefully considered the subject nmatter defined by these
clains. However, for reasons stated supra, no reasonably
definite nmeani ng can be ascribed to certain | anguage appeari ng

in the clains. As the court in lnre WIlson, 424 F.2d 1382,

165 USPQ 494 (CCPA 1970) stated:

All words in a claimnust be considered in judging the
patentability of that claimagainst the prior art. If no
reasonably definite neaning can be ascribed to certain
terms in the claim the subject natter does not becone
obvi ous --the claimbecones indefinite.
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In conparing the clainmed subject matter with the applied
prior art, it is apparent to us that consi derable specul ation
and assunptions are necessary in order to determne what in
fact is being clained. Since a rejection based on prior art
cannot be based on specul ati on and assunptions, see In re
Steele, 305 F.2d 859, 862, 134 USPQ 292, 295 (CCPA 1962), we
are constrained to reverse, pro forma, the examner's
rejection of clainms 1, 2, 5 through 7, 9, 10 and 33 through 35
under 35 U.S.C. § 103. W hasten to add that this is a
procedural reversal rather than one based upon the nerits of

the section 103 rejection.

CONCLUSI ON

To summari ze, the decision of the exam ner to reject
claims 1, 2, 5 through 7, 9, 10 and 33 through 35 under 35
US. C 8§ 103 is reversed and the decision of the exam ner to
reject clains 1, 2, 5 through 7, 9, 10 and 33 through 35 under
35 U.S.C. 8 112, second paragraph is affirnmed, with the
affirmance constituting a new ground of rejection under 37 CFR

§ 1.196(b).
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Thi s deci sion contains a new ground of rejection pursuant
to 37 CFR 8§ 1.196(b) (anmended effective Dec. 1, 1997, by final
rule notice, 62 Fed. Reg. 53131, 53197 (Cct. 10, 1997), 1203
Off. Gaz. Pat. Office 63, 122 (Oct. 21, 1997)). 37 CFR §
1.196(b) provides that, "A new ground of rejection shall not

be consi dered final for purposes of judicial review"

37 CFR 8 1.196(b) al so provides that the appell ant,

WTH N TWO MONTHS FROM THE DATE OF THE DECI SI ON, nust exerci se

one of the following two options with respect to the new
ground of rejection to avoid term nation of proceedi ngs
(8 1.197(c)) as to the rejected cl ai ns:

(1) Submit an appropriate anendnent of the
clainms so rejected or a showing of facts relating to
the clains so rejected, or both, and have the matter
reconsi dered by the exam ner, in which event the
application will be remanded to the exam ner. .

(2) Request that the application be reheard
under 8 1.197(b) by the Board of Patent Appeals and
Interferences upon the same record.
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No tinme period for taking any subsequent action in
connection with this appeal nay be extended under 37 CFR
8§ 1.136(a).

AFFI RVED, 37 CFR § 1.196(b)

| AN A. CALVERT
Adm ni strative Patent Judge

BOARD OF PATENT

CHARLES E. FRANKFORT APPEALS
Adm ni strative Patent Judge AND
| NTERFERENCES

JEFFREY V. NASE
Adm ni strative Patent Judge

N N N N N N N N N N N N N
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THOVAS C. WETTACH
CINDRI CH & TI TUS
FOUR GATEWAY CENTER
20TH FLOOR
Pl TTSBURGH, PA 15222
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APPENDI X

1. A nethod for preparing a solution with at |east one
drug for an infusion bag for providing continuous infusion
into a patient, conprising the follow ng steps:

a. determning a dosage rate for a maxi num dosage at
a standardi zed maxi mumrate of infusion for said drug;

b. establishing a standardi zed titration rate range
of i nfusion;

c. determining a required concentration of said at
| east one drug based on a patient's weight, said dosage rate,
amount of said solution, and standardi zed rate range of
I nfusion; and

d. mxing said drug into a bag of said solution in
the concentration determned in Step C

Page 1
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